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DETAILED ACTION 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 9 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. Claim 9 recites the limitation ""permitting switching between modes". There is 
insufficient antecedent basis for this limitation in the claim, as claim 7 only claims one mode and 
claim 9 states there are a plurality (more than one) of modes. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: * 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-6, 10-11, 14-16, and 18-22 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mann et al. (US Pat. 6,393,325, hereafter referred to as Mann). 

Regarding claim 1, Mann teaches an apparatus for stimulation of the human body 
comprising: 

• an array of stimulator elements (electrodes 24 as shown in Figure 5B) arranged to 
be operated in a plurality of stimulator activation zone configurations (electrodes 
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24, being used in a variety of electrode groups 45 as shown in Figures 6A and 6B 
and Col. 14 @ 45-50); 
• a user interface device permitting the user to relate interface zones of the interface 
device to activation zones of the array of stimulator elements (programming 
system 10 including display screen 16, directional control device 12, and 
keyboard 14 as shown in Figure 2 and Col. 1 1 @ 45-60). 
Regarding claim 2, Mann additionally teaches an apparatus wherein the interface device 
(programming system 10) permits spatial correlation between the zones of the interface device 
(the zones shown in the pain drawing of Figure 12 shown on display 16) and the active zones of 
the activation zones (electrode groups 45) of the array of stimulator elements (electrodes 24). 

Regarding claim 3, Mann additionally teaches an apparatus wherein the interface device 
(programming system 10) includes an interface zone array (the pain drawing of Figure 12 shown 
on display 16) corresponding to the positional spacing of activation zones (electrodejjroups 45) 
of the array of stimulator elements (electrodes 24). 

Regarding claim 4, Mann additionally teaches an interface device (display 16) includes a 
screen providing output relating to the activation zones of the array of stimulator elements. 

Regarding claim 5, Mann additionally teaches an apparatus is operable in a mode in 
which user input to the interface device determines the activation zone configuration of the array 
of stimulator elements (Col. 28 @ 50-60). 

Regarding claim 6, Mann additionally teaches an interface device that includes an input 
zone array (the pain drawing of Figure 12 shown on display 16) corresponding spatially to the 
activation zone configuration of the array of stimulator elements. 
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Regarding claim 10, Mann additionally teaches an apparatus including a means for 
storing results data (memory circuit 54 as shown in Figure 2 and Col. 1 1 @ 55-62). 

Regarding claim 11, Mann additionally teaches an apparatus wherein the array of 
stimulator elements (electrodes 24) are carried in a predetermined spatial relationship on a 
support member (electrode arrays 23, 23' and 23" of Figures 6A, 6B, and 6C). 

Regarding claim 14, Mann additionally teaches an apparatus wherein the support 
member (electrode array 23") comprises an implant for insertion in the body (connected to pulse 
generator 20' as shown in Figure 6C, and Title). 

Regarding claim 15, Mann additionally teaches an apparatus wherein the support 
member (electrode array 23" of Figure 6C) includes space in between the electrodes, which can 
be considered barrier zones, in order to maximize attenuation beyond the locality of the 
stimulator elements. 

Regarding claim 16, Mann additionally teaches an apparatus wherein the stimulator 
(electrodes) elements are arranged grid- wise in rows and columns (Col. 15 @ 10-20 and Figure 
5B). 

Regarding claims 18 and 19, Mann, additionally teaches an apparatus wherein the 
stimulation intensity (pulse amplitude) and the activation duration (pulse width) of the stimulator 
elements can be varied (Col. 16 @ 65 - Col. 17 @ 5). 

Regarding claim 20, Mann additionally teaches an apparatus including a control 
arrangement (stimulator processor 52) to control the interaction between the interface device 
(programming system 10) and the stimulator element array (array 23, all as shown in Figure 2). 
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Regarding claim 21 and 22, Mann additionally teaches an apparatus that includes data 
transmitting means (coil 28 of the programming device and coil 62 of the implantable stimulator) 
whereby results from the apparatus can be downloaded to a processor (stimulator processor 52) 
by a wireless connection, wherein the processor is part of the programming system 10 in one 
embodiment as shown in Figure 1 A is a laptop. 

Claims 1, 7, and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by Sieracki et al. (US 
Pat. 6,308,102, hereafter referred to as Sieracki). 

Regarding claim 1, Sieracki teaches an apparatus for stimulation of the human body, 
comprising: 

• an array of stimulator elements (array of electrodes 33) arranged to be operated in 
a plurality of stimulator activation zone configurations (Col. 9 @ 30-50); 

• a user interface device (patient interactive system 24, including display 30 and . 
stylus 31) permitting the user to relate interface zones of the interface device to 
activation zones of the array of stimulator elements (Col. 8, @ 15-40). 

Regarding claims 7 and 8, Sieracki additionally teaches an apparatus operable in a mode 
in which the patient is provided stimulation independent of their choice and then requested to 
indicate, on the display using the stylus, where they feel the stimulation (Col. 14 @ 5-25). The 
selectable array of input zones are the possible positions on the display where the patient feels 
pain. 
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Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 (1966), 

that are applied for establishing a background for determining obviousness under 35 

U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 12, 13, 17, and 23-25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mann as applied to claims 1 and 1 1 above, and further in view of Brannon (US Pat. 6,193,678, 
hereafter referred to as Brannon). 

Regarding claim 12, Mann does not teach a support member comprising a garment to be 
worn by the user. Brannon, however, teaches a stimulation system which includes a vest 12 
containing a plurality of vibratory units 18 (Figure 2 and Col. 3 @ 55-67). It would have been 
obvious to one of ordinary skill at the time the invention was made to include the vest and 
vibratory units of Brannon in place of the implantable stimulation device in the system of Mann 
in order to provide a temporary stimulatory device that could be removed with relatively little 
effort. 
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Regarding claim 13, neither Mann nor Brannon teach a garment comprising a corset. 
However, given the vest described in claim 12 above, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to include a corset in place of the vest 
in order to provide a temporary device that could be removed with relatively little effort as the 
garments provide the same structural purpose. 

Regarding claim 17, Mann does not teach stimulator elements that comprise vibrator 
devices. Brannon, however, teaches vibratory units 18 (as shown in Figure 2and Col. 3 @ 55- 
67) that act as stimulator elements. It would have been obvious to one of ordinary skill in the art 
at the time the invention was made to include the vibratory units of Brannon in place of the 
implantable stimulation device in the system of Mann in order to provide a vibratory stimulus 
instead of an electrical stimulus. 

Regarding claim 23, Mann teaches substantially all of the steps in the method of 
stimulation including: 

• stimulating the surface of the body with an array of stimulator elements (electrode 
array 23), the array being operated to activate an activation zone configuration 
from a plurality of potential activation zone configurations (electrode groups 45), 
wherein the user interfaces with an interface device (programming system 10 
including display screen 16, directional control device 12 and keyboard 14) such 
that interface zones of the interface device correlate to the active activation zone 
configuration of the array of stimulator element (Col. 15 @ 10-40). 
Mann does not teach the stimulating of the surface of the body, but rather teaches stimulating 
through an implantable medical device comprising electrode array 23. Brannon, however, 
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teaches the stimulation of the surface of the body with an array of vibration units 18 (Abstract). 
It would have been obvious to one of ordinary skill in the art at the time the invention was made 
to include the method step of stimulating the surface of the human body of Brannon in place of 
the stimulating of an implantable electrode array of Mann in order to provide a way to stimulate 
portions of the body temporarily using a device that could be removed with relatively little effort. 

Regarding claim 24, Mann additionally teaches an interface device (programming system 
10) that includes an array of interface zones (the zones shown in the pain drawing of Figure 12 
shown on display 16) corresponding spatially to stimulator element activation zones (electrode 
groups 45 of Figure 5B). 

Regarding claim 25, Mann additionally teaches a user input (using joystick 12 or 
keyboard 14) to a spatial input zone array of the interface device (the zones shown in the pain 
drawing of Figure 12 shown on display 16) that effect a corresponding spatial activation of the 
stimulator array (electrode groups 45 of Figure 5B). 

Claims 23 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sieracki as 
applied to claim 1 above, and further in view of Brannon. 

Regarding claim 23, Sieracki teaches substantially all of the method of stimulation 
including: 

• stimulating the surface of the body with an array of stimulator elements (array of 
electrodes 33), the array being operated to activate an activation zone 
configuration from a plurality of potential activation zone configurations, 
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• wherein the user interfaces with an interface device (patient interactive system 24, 
including display 30 and stylus 31) such that interface zones of the interface 
device correlate to the active activation zone configuration of the array of 
stimulator element (Col. 8 @ 15-40 and Col. 9 @ 30-50). 
Sieracki does not teach the stimulating of the surface of the body, but rather teaches stimulating 
through an implantable medical device comprising electrode array 23. Brannon, however, 
teaches the stimulation of the surface of the body with an array of vibration units 18 (Abstract). 
It would have been obvious to one of ordinary skill in the art at the time the invention was made 
to include the method step of stimulating the surface of the human body of Brannon in place of 
the stimulating of an implantable electrode array of Sieracki in order to provide a way to 
stimulate portions of the body temporarily using a device that could be removed with relatively 
little effort. 

Regarding claim 26, Sieracki additionally teaches an activation zone of the stimulator 
element array that provides stimulation independent of the user's choice and then requested to 
indicate, on the display using the stylus, where the stimulation is felt (Col. 14 @ 20-25). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amanda Patton whose telephone number is (571) 270-1912. The 
examiner can normally be reached on Monday - Thursday, 8:30am - 5:00pm, EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jackson can be reached on (571) 272-4697. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



AKP 

6/13/2007 





